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DETAILED ACTION 

1. Claims 1-14 are pending in the application. 

Specification 

2. This application does not contain an abstract of the disclosure as required by 37 
CFR 1 .72(b). An abstract on a separate sheet is required. 

Claim Objections 

3. Claim 14 is objected to under 37 CFR 1 .75(c) as being in improper form because a 
multiple dependent claim should refer to other claims in alternate only. See MPEP 

§ 608.01 (n). Claim 14 depends upon claim 6 and 7. 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 6, 7 and 9-14 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

In claims 6 and 7, tables 1 and 2 are mentioned. However, these tables are not present 
in the claims. Also, the values of various variables ( X, Y, W, J, Z, B1 and Q ) are not 
defined. 

In claim 9, step (d), formula (I) obtained in step ( c ) is mentioned. However, there is no 
step ( c ) in the claim. 
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In claim 10, step (e), formula (VII) is mentioned. However, there is no formula (VII) in 
the claim. 

In claim 1 1 , step (f), formula (I) obtained in step ( c ) is mentioned. However, there is no 
step ( c ) in the claim. 

In claim 12, the meaning of ADME is not defined. 

Claims 12-14 provide for the use of stable labeled camptothecin, but, since the claim 
does not set forth any steps involved in the method/process, it is unclear what 
method/process applicant is intending to encompass. A claim is indefinite where it 
merely recites a use without any active, positive steps delimiting how this use is actually 
practiced. 

Claim Rejections - 35 USC § 101 

5. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

6. Claims 12-14 are rejected under 35 U.S.C. 101 because the claimed recitation of a 
use, without setting forth any steps involved in the process, results in an improper 
definition of a process, i.e., results in a claim which is not a proper process claim under 
35 U.S.C. 101 . See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and 
Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 
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Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

9. Claims 1,3-5, 7 and 12-14 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Slatter ( Drug Metab. and Dispos., cited on applicant's form 1449 ). 
Slatter discloses 14C labeled irinotecan ( see abstract ). Slatter meets all the limitations 
of instant claims when variable R1 represents formula (i) in the instant compounds of 
formula (I) except that carbon at 14 th position is labeled instead of other positions. 
Therefore, it would have been obvious to one skilled in the art to prepare instant 
irinotecan labeled at other positions since Slatter teaches utility of labeled irinotecan to 
quantitatively determine the pharmacokinetics, metabolism and excretion of labeled 
irinotecan and its metabolites. 
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10. Claims 1, 2, 5, 6 and 12-14 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Atsumi ( Biol. Pharm. Bull., cited on applicant's form 1449 ). 
Atsumi discloses 14C labeled SN-38 ( see abstract ). Atsumi meets all the limitations of 
instant claims when variable R1 represents hydroxyl group in the instant compounds of 
formula (I) except that carbon at 14 th position is labeled instead of other positions. 
Therefore, it would have been obvious to one skilled in the art to prepare instant SN-38 
labeled at other positions since Atsumi teaches utility of labeled SN-38 to quantitatively 
determine the pharmacokinetics, metabolism and excretion of labeled SN-38. 

1 1 . Claim 8 is objected to as being dependent upon a rejected base claim, but would be 
allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

12. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Charanjit S. Aulakh whose telephone number is 
(571)272-0678. The examiner can normally be reached on Monday through Friday, 
8:30 A.M. to 5:00 P.M.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres can be reached on (571 )272-0867. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Charanjit S. Aulakh/ 

Primary Examiner, Art Unit 1625 



